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ECLARATIQN OF DANIEL J. COOK UNDER 37 C.F.R. §1.132 



In re: RETAINER FOR LARYNGEAL MASK 

Serial No.: 10/072,247 

Our File No.: COOK 8715C1 

File: 10/23/2001 



I, Daniel J. Cook, do hereby declare that: 

1 . I am a Board Certified MD Anesthesiologist with over 1 6 years of clinical 
experience in the field of anesthesiology. (See Exhibit 1 - Resume of Dr. Daniel J. Cook) 

2. I am the inventor of the invention claimed in U.S. Patent Application 
Serial Number 10/072,247. 

3. I am an expert in the field of airways, airway devices and airway 
management. 

4. I have been involved in the creation and design of laryngeal masks and 
other airway devices for approximately 6 years. 

5. It is understood and well known to those skilled in the art of airways, 
airway devices and airway management that endotracheal tubes are manufactured in sizes 
ranging from an internal diameter (ID) of 2.0 millimeters (mm) to 1 1.0 mm. It is not 
possible to purchase an endotracheal tube having an ID outside of this range. (See 
Exhibit 2 - On-line catalogues from various major medical equipment supply companies 
selling endotracheal tubes) 

6. Anesthesiologists are integral parts of surgical teams, and are, therefore, 
present for the placement of endocardiac devices such as defibrillators and pacemakers, 
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which employ endocardial leads. Therefore, anyone skilled in the art of anesthesiology 
would know the physical size of endocardial leads. 

7. I have a good working knowledge of the physical sizes of leads. 

8. Endocardial leads have outside diameters (OD) of approximately 2.5-2.7 
mm. It is well known and understood by those skilled in the medical arts that endocardial 
leads have an 10 of less than approximately 1 mm. (See Exhibit 3 - On-line catalogue of 
major medical supply company selling endocardial leads) 

9. Therefore, it is well known and understood by those skilled in the art that 
the endocardial lead extraction devices, including those of McCorkle, Jr., U.S. Patent 
Number 4,582,056 ('056 patent), must have a ODs that are in the range of approximately 

1 mm to approximately 1.5 mm in order to sufficiently engage a endocardial lead, thereby 
facilitating extraction. 

10. The invention claimed in U.S. Patent Application Serial Number 
10/072,247 is an endotracheal tube retainer that is adapted to engage the inside of an 
endotracheal tube. The OD of the retainer must be in the range of about 2.0 mm to about 
14.0 mm to engage an endotracheal tube. 

1 1 . The invention claimed in U.S. Patent Application Serial Number 
10/072,247 is patentably distinct from the endocardial lead extraction apparatus of the 
'056 patent because the endocardial lead extraction device does not fall within the size 
range of devices that are capable of engaging endotracheal tubes. 

12. The device of the '056 patent has a diameter that is too narrow to engage 
an endotracheal tube. 
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13. I hereby declare that all statements made herein of my own knowledge are 
true and that all statements made on information and belief are believed to be true; and 
further that these statements were made with the knowledge that willful false statements 
and the like so made are punishable by fine or imprisonment, or both under §1001 of 
Title 18 of the United States Code and that such willful false statements may jeopardize 
the validity of the instant application or any patent issued thereon. 
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INVENTOR: Daniel J. Cook 
DN:COOK 8715C1 
Serial Number: 10/702,247 



EXHIBIT 1 



RETAINER FOR LARYNGEAL MASK 
Attorney: Ahaji K. Amos - (31 4) 238-2400 

Daniel James Cook, MD 



1 1 67 Hillside Drive Missouri License #R5G683 

St. Louis MO 631 1 7-1 427 Iowa License #24984 

Work: 314-355-2300 

Home: 31 4-644-41 69 

Fax:314-644-426 

cookgas@aol.com 



Education 1 984-87: Residency Program, University of Iowa, Iowa City, IA 

1 984: MD, University of Iowa College of Medicine, Iowa City, IA 
McClintock Award for Outstanding Achievement in Physiology. 
University of Iowa College of Medicine, 1984. 
Mortar Board Honor Society 
Phi Eta Sigma Honor Society 

1981 : BS, University of Iowa, Iowa City, IA 

Was graduated with Highest Distinction, 4.00 GPA (A=4) 

Major in General Science. Early admission to medical school in 

1980 



Professional 1 987-2001 : North County Anesthesia Associates, St. Louis MO 
Experience Partnership in 1 989 

Treasurer, 1995-97 

1987: River City Anesthesia, St. Louis & Alton, IL. Staff 
Anesthesiologist 



Professional American Society of Anesthesiologists 
Memberships International Anesthesia Research Association 

Missouri Society of Anesthesiologists 



Accreditations September 1 5, 1 989 The American Board of Anesthesia 

Patents US Patent No. 5,937,860, 6,422,239 B1 , 6,705,321 B2, 

6,443,927, B1 

CA Patent No. 2,232,331 

UK Patent No. GB 2324040 B, GB 2357437 
April 2004 Other US and Foreign patents pending 
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Airway M3fi3g§m§fifc | f ndotrMteal Tubes 

I nciiffed Tracheal Tube 



Ordering Information 
Description 

Uncuffed Tracheal Tube, 
Murphy 



| Size | Quantity | Catalog # 

2.0mm 10/box 86221 





2.5mm 


10/box 


86222 


Uncuffed Tracheal Tube, 
riurpny 


3.0mm 


10/box 


86223 




3.5mm 


10/box 


86224 


Uncuffed Tracheal Tube, 
Murphy 


4.0mm 


10/box 


86225 




4.5mm 


10/box 


86226 


Uncuffed Tracheal Tube, 
Murphy 


5.0mm 


10/box 


86227 




5.5mm 


10/box 


86228 


Uncuffed Tracheal Tube, 
Murphy 


6.0mm 


10/box 


86229 




6.5mm 


10/box 


86230 


Uncuffed Tracheal Tube, 
Murphy 


7.0mm 


10/box 


86231 


Uncuffed Tracheal Tube, 
Magill 


2.0mm 


10/box 


86460 




2.5mm 


10/box 


86461 


Uncuffed Tracheal Tube, 
Magill 


3.0mm 


10/box 


86462 




3.5mm 


10/box 


86463 


Uncuffed Tracheal Tube, 
Magill 


4.0mm 


10/box 


86464 




4.5mm 


10/box 


86465 



Related hems: 

Mai I inckrbdt Tracheal 
Tubes Quick Guide 

Product Details 
View Product 
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http://www.hudsonrci.com/Products/product_indiv.asp?catalog=l. 



SHERIDAN UNCUFFED Endotracheal Tubes 

Designed for use in th Neonatal and Pediatric OR and 
ICU. 

• Special depth lines at distal tip 1cm apart 
reference depth of intubation below the vocal 
cords 

• Smooth, molded, gently cupped tip minimizes 
trauma during intubation 

• Tube softens at body temperature to conform to 
airway anatomy 

• Oral/Nasal length available with Murphy Eye or 
Magill style 

• Individually packaged sterile, 10 per case 



View-Uricuffed tubes 
ViewUncuffed Tubes_w 



Cat. No. 

Uncuffed Murphy 


Size I.D. 


Cat. No. 
Uncuffed Magill 


Size I.D. 


5-10404 


2.0mm 


5-10504 


2.0mm 


5-10405 


2.5mm 


5-10505 


2.5mm 


5-10406 


3.0mm 


5-10506 


3.0mm 


5-10407 


3.5mm 


5-10507 


3.5mm 


5-10408 


4.0mm 


5-10508 


4.0mm 


5-10409 


4.5mm 


5-10509 


4.5mm 


5-10410 


5.0mm 


5-10510 


5.0mm 


5-10411 


5.5mm 


5-10511 


5.5mm 


5-10412 


6.0mm 


5-10512 


6.0mm 


5-10413 


6.5mm 


5-10513 


6.5mm 


5-10414 


7.0mm 


5-10514 


7.0mm 
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You may perform a new search of our product catalog below: 



Product Catalog Search 



Seleete category... 
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Rusch Inc 



http://vvww.myruschxom/interport0300/index.cfin?cfid=130415&cf. 
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Home Welcome Login Catalog Signup Contact 



Search: 



Go | Search by Item Numhe r, Keywprd, or Competitor's 

number. 

top ► Artesfeia ► Erkfotracheai Tube^s ► RuscteUM PYC > Uneuffed Nasoral Murphy 

Ruscheiit® PVC Murphy eye-naspral. %-rajf opaque line.. 
Graduated. Jingle yse, Sterile 



ADD I l»rO 



ADD I INFO 



i 



ADD I i;.fO 



ADD I l:ir 



ADD I INFO 



ADD I irvrO 



ADO ■ iNKJ 



Product Number 

100.382025 

1003.82030 
100382035 
100382040 
100.382045 

100.382050 
100382055 
100382060 
100382065 



Product Description 

Nasoral Uncuf Murphy ET 2.5mm 
Nasoral Uncuf f Murphy ET 3mm 
Nasoral Uncuf Murphy ET 3. 5mm 

Nasoral Uncuf Murphy ET 4mm 
Nasoral Uncuf Murphy ET 4.5mm 

Nasoral Uncuf .Murphy ET 5mm 
Nasoral Uncuf Murphy ET 5.5mm 

Nasoral Uncuf Murphy ET 6mm 
Nasoral Uncuf Murphy ET 6.5mm 




Product Brochure 
U/M Quantity Latex Content Sterile 
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For questions pr ^comments, .contact Rusch Inc .at custornerservicec-aruschinter national, com. 
This and .all llfrE(?R.ORT products are .cppyrtght <P:2000 intersect. Commerce. LLC 
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Pprtex | Portex Siliconised PVC, Oral/Nasal Murphy Eye, Uncuffed... http://www.portex.com/airway4/products/seIect5.asp?autonum=243 




. Kink-resistant, minimises possibility of tube occlusion 

. Murphy eye design in the siliconised tube assists bilateral ventilation and a patent airway 
. Comprehensive size range 2.5-1 1 .Omm to suit all patients 



Sizes & Technical Data 



B Siliconised PVC, Oral/Nasal Murphy Eye, Uncuffed Endotracheal Tube. 
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Size 
ID (mm) 


Size 

OD (mm) 


Reference Code 


2.5 


3.4 


100/141/025 


3.0 


4.2 


100/141/030 


3.5 


4.8 


100/141/035 


4.0 


5.5 


100/141/040 


4.5 


6.2 


100/141/045 


5.0 


6.9 


100/141/050 


5.5 


7.6 


100/141/055 


6.0 


8.2 


100/141/060 


6.5 


8.9 


100/141/065 


7.0 


9.6 


100/141/070 


7.5 


10.3 


100/141/075 


8.0 


10.9 


100/141/080* 


8.5 


11.6 


100/141/085* 


9.0 


12.3 


100/141/090* 


9.5 


13.0 


100/141/095* 


10 


13.7 


100/141/100* 



10.5 



14.4 



100/141/105* 



11.0 



15.0 



100/141/110* 



Medtronic ICD Leads 



http://www.medtronic.com/tachy/clinician/leads/spec6943.html 
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Specifications 



Sprint™ .6943 


Polarity i 


Tripolar j 


j r 

Sensing j 


True bipolar j 


r 1 AallUIl t 




Lead lengths j 


58,65, 75, 100 cm 


Connectors 


■ - - 

DF-1 unipolar high voltage 

IS- 1 bipolar pace/sense ; 


Insulation | 


Silicone | 

. i 


Tubing design 


Multilumen with compression i 
lumens 


Tip electrode 


CapSureFix^ steroid-eluting 


jjen on nation eieciroue 
shadow area 

— ■■ ■- ■■■■ .- -■- — —_\ 


491 mm 


t/jecirOQe sunace areas j 

j 

i 
t 
i 

! 
I 


6.3 mm tip 
23.3 mm ring 
350 mm coil 


Interelectrode spacing 


Tip-ring: 9 mm 
Ring-coil: 6.3 mm 
Tip-coil: 18 mm 


Electrode lengths 

i 


Ring: 2.5 mm 
Coil: 5 cm 


1 Diameters 

! 
i 

1 . . 


7.8 Fr body (2.6 mm) 
3.12 mm coil 
2.7 mm tip 


j Introducer 

• 

1 


1 0.5 Fr without guide wire 
1 2 Fr with guide wire 


Conductor resistances 
(65 cm length) ; 


'30 u to pacing eleptrpde 

Mil tO SOll ; 


Stylets ! 

: 


Purple (0.016 inches) ! 
Gray (0.0 14 inches) 


j Serial number prefix 


TCE 

i 


Jk mm 
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Medtronic ICD Leads 



http://www.medtronic.com/tachy/clinician/leads/spec6940.html 
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Specifications 
CapSureFix® 6940 



Polarity 
Fixation 
Standard lengths 
Connectors 

Insulation 
Tip electrode 



Bipolar 

Screw-in (extendable/retractable helix) 
45, 52, and 58 cm 
IS-1 Bl 

Silicone with SilaCure® 
CapSureFix steroid-eluting 



Electrode surface 6.3 mm* helix 
areas 23.3 mm? ring 



Interelectrode 
spacing 

Diameters 



Introducer 



Tip-ring: 9.5 mm 



7.8 Fr body (2.6 mm) 
2.7 mm tip 
1 .5 mm helix 

9 Fr (without guidewire) 
1 1 Fr (with guidewire) 




Mm 6922 | §mmM42 I $^m^M43. 1 Scrim™ 6® 45 | CapSureFix® 6940 
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